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DETAILED ACTION 

Response to Arguments 

The applicant has argued that Rowland (US 2007/0134290 Al) does not disclose the 
polymer/drug concentration claimed per unit length. It is the examiners position that due to fact 
that Rowland's total weight of polymer/drug applied to the stent (500ug disclosed in examples) 
is within the range of total weight of polymer/drug disclosed by the applicant (39ug-1040ug; see 
pages 20-21 of specification), Rowland inherently possesses the concentration per unit length. 
Since the stent used by the applicant is a standard sized stent (13 mm in length) and Rowland's 
invention is applicable to standard/common stents, Rowland's drug concentration would 
inherently fall within the claimed range. With a 13 mm commonly sized stent (length disclosed 
by applicant), Rowland's concentration per unit length would be 38ug/mm, which is right in the 
middle of applicants claimed range. In fact, the stent of Rowland would need to be of a length of 
anywhere between 6mm and 167mm in order to meet the claimed concentration per unit length 
(3-80ug/mm). Lengths of 6mm to 167mm are well within the standard sizes of stent use. See 
www.orbusmt.com/products/blazer/info/ordering which evidences the stent sizes available by the 
manufacturer of the Rowland publication (lengths of 9mm-33mm). Also provided as evidence 
showing standard stent sizes are Alt (US 6,398,805 Bl; see col. 8, lines 54-64 disclosing 8-9.5 
and 15mm as standard) and Ryan (US 2002/0143392 Al; see POOH disclosing standard lengths 
from 4mm-4cm). The use of Rowland's total polymer/drug weight (500ug) on standard sized 
stents provides the concentration required by the claim. If Rowland's polymer/drug 
concentration is not inherent (due to the standard stent size rationale), it would have been 
obvious to have such a concentration per unit length, since Rowland discloses varying the 
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amount of polymer/drug by adding additional layers or thickness, even varying where it is 
applied on the stent (P0036, P0043). 

Claim Rejections - 35 USC § 112 
The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Claim 15 is rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the invention. Claim 15 does not further limit claim 8 (it instead broadens the concentration 
range). 

Claim Rejections - 35 USC §102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by another filed 
in the United States before the invention by the applicant for patent or (2) a patent granted on an application for 
patent by another filed in the United States before the invention by the applicant for patent, except that an 
international application filed under the treaty defined in section 351(a) shall have the effects for purposes of this 
subsection of an application filed in the United States only if the international application designated the United 
States and was published under Article 21(2) of such treaty in the English language. 

Claims 1-3, 5, 7-10, 12-15, and 17-19 are rejected under 35 U.S.C. 102(e) as anticipated 
by or, in the alternative, under 35 U.S.C. 103(a) as obvious over Rowland et al. (US 
2007/0134290 Al). Referring to claims 1, 7, 8, and 15, Rowland discloses a stent (fig.l; POO 19) 
comprising an expandable tubular body (fig.l), the body containing a non-degradable material 
(metals, stainless steel, nitinol, etc. P0031) and a poly (lactide-co-glycolide) on a portion of the 
body's surface (P0034, P0035) and an immunosuppressive agent (P0044, claim 1 1) on the 
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surface. Rowland discloses the claimed weights of immunosuppressive and polymer (discloses 
500ug in examples and figures, which falls within applicant claimed range; see applicant's 
specification, examples 16-19; further discloses 1-60% drug, thus 40-99% polymer, P0043). It is 
the examiners position that the concentration per unit length (claimed 3ug/mm-80ug/mm or 
7ug/mm-65ug/mm) is inherent in Rowland since the total weight of polymer/drug disclosed by 
Rowland (500ug total weight) falls in the middle of the range disclosed by applicant (39ug- 
1040ug total weight). Also, applicant's polymer/drug is applied to a common sized stent 
(13mm). Rowland's polymer/drug matrix is applicable to common stents, thus when applied to a 
range of commonly sized (length) stents, Rowland has a concentration within the claimed range. 
The stent of Rowland would need to be of a length of anywhere between 6mm and 167mm in 
order to meet the claimed concentration per unit length (3-80ug/mm). Lengths of 6mm to 
167mm are well within the standard sizes of stent use. See 

www.orbusmt.com/products/blazer/info/ordering which evidences the stent sizes available by the 
manufacturer of the Rowland publication (lengths of 9mm-33mm). Also provided as evidence 
showing standard stent sizes are Alt (US 6,398,805 Bl; see col. 8, lines 54-64 disclosing 8-9.5 
and 15mm as standard) and Ryan (US 2002/0143392 Al; see POOH disclosing standard lengths 
from 4mm-4cm). The use of Rowland's total polymer/drug weight (500ug) on standard sized 
stents provides the concentration required by the claim. 

If not inherent that Rowland discloses the claimed concentration per unit length, it would 
have been obvious to one having ordinary skill in the art at the time the invention was made to 
have a concentration of 3ug/mm-80ug/mm since wherein the general conditions of a claim are 
disclosed in the prior art (polymer/drug matrix applied to the surface of a stent in some amount) 
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it is not inventive to discover the optimum or workable ranges through routine experimentation. 
In reAller, 220 F.2d 454, 456, 105 USPQ 233, 235 (CCPA 1955). Rowland had disclosed 
500ug total weight of polymer/drug as one example, however further discloses control over the 
amount of matrix by varying the thickness applied to the stent, the number of layers applied to 
the stent, and the amount of surface covered by the matrix (P0036, P0043). Thus other 
concentrations are envisioned and thus obvious over Rowland. 

Regarding the dependent claims 2, 3, 5, 9-10, 12-14, and 17-19, Rowland discloses 
claimed polymer to cover the entire surface of the stent body (P0043). Rowland discloses the 
claimed molar ratios claimed (P0027, P0037). Rowland discloses the immunosuppressive agent 
to comprise tacrolimus, cyclosporine, sirolimus, azathioprine, or mycophenolate mofetil (P0044, 
claim 11). Rowland discloses mixing the layer or having separate layers of drugs and polymers 
with the possibility of multiple layers (P0043, P0020). 

Claim Rejections - 35 USC §103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

Claims 4 and 1 1 are rejected under 35 U.S.C. 103(a) as being unpatentable over Rowland 
et al. (US 2007/0134290 Al). Rowland discloses a stent substantially as claimed (see above). 
Rowland discloses a stent (fig. 1) of a non-degradable material having a PLGA coating with an 
immunosuppressive agent. Rowland also discloses variation of the molecular weight of the 
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PLGA in order to optimize the degradation properties of the polymer (P0035, P0036, P0040). 
Rowland discloses the ability for the polymer to have low and high molecular weights (P0040), 
however is silent to mention any exact amounts (amount of 5000-13000 is claimed). It would 
have been obvious to one having ordinary skill in the art at the time the invention was made to 
have a poly (lactide-co-glycolide) with a molecular weight within the range claimed (5000- 
13000) since wherein the general conditions of a claim are disclosed in the prior art (variation of 
molecular weight) it is not inventive to discover the optimum or workable ranges. In re Alter, 
220 F.2d 454, 456, 105 USPQ 233, 235 (CCPA 1955). 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to CHERYL MILLER whose telephone number is (571)272-4755. 
The examiner can normally be reached on Monday-Friday 7:30am-5 :00pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Conine McDermott can be reached on (571) 272-4755. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Cheryl Miller/ 
Examiner, Art Unit 3738 

/Conine M McDermott/ 

Supervisory Patent Examiner, Art Unit 3738 



